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Ref: AIIMS/MG/Micro/Non DPR/CSR-CLIA-Consumables/2023-24/03
FTS: 3328 Date: 20-01-2024

Call for Objection

Subject: Inviting comments/objection, if any before declaring proprietary article for
procurement of “Consumables for CSR-CLIA Machine” for the Department of Clinical
Microbiology AIIMS Mangalagiri.

Clinical Microbiology Department, AIIMS Mangalaigiri has to procure ‘Consumables for
CSR-CLIA Machine” through Proprietary Article basis.

The proposal submitted by M/s. Beckman Coulter India Pvt Itd, Mumbai who is sole
manufactures and M/s. Sridevi Medical and Allied products, Vijayawada who is authorized
Sole Dealer/agents of the sole manufacturer of this item along with Proprietary Article
Certificate are attached & uploaded on Institute website.

The above documents are being uploaded for open information to submit objections, comments
if any from any manufacturer/supplier before declaring proprietary article of the said
equipment/items to be procured, within 10 days i.e., (30-01-2024) from the date of
issuance/uploading of the notification.

The objection should be raised in the technical compliance sheet as enclosed in Annexure -I,
if any Firm claiming suitability of their product with respect to specification mentioned.

The comments should be sent to the office of Procurement Cell, 2™ floor, Admin cum Library
building at AIIMS Mangalagiri in a sealed envelope with above reference on or before
(30-01-2024) up to 05:00 PM from the date of uploading on institutional website, failing
which it will be presumed that any other manufacture/vendor is having no comment to offer
and case will be decided on merits.

-sd-
F I/C Procurement
AIIMS Mangalagiri
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All India Institute of Medical Seien
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Mangalagiri, Andhra Pradesh — 522503

Department of Clinical Microbiol

OgY

e

nts
Technical Specification for CLIA — Kits, Consumables & Reage

Method
| 8.No | Name of the test Description s = —LTA (Chemilaminescence
| 1. Access HCV Ab V3 | Kit should detect antibodies against Hepatitis C virus in ImUnoassay)
patient serunvplasma qualitatively. mm
2 Access HCV Ab V3 | To calculate cut-off values using calibration curve.
Calibrators -
3 Access HOV Ab V3 Positive and Megative Controls for quality control purpose.
Qc —— iluminescence
4 | HAVIgM Kt should detect [gM antibodies against Hepatits A virus in | CLIA (Chemilumin
patient serum/plasma. Immunoassay)
5 HAV IgM Cals To calculate cut-off values using calibration curve.
6. HAV IgMQC Positive and Negative Controls for quality control purpose.
7 | HBsAg KGit should detect Hepatitis B virus surface antigen in patient | CLIA (Chemiluminescence
serum/plasma qualitatively, Imrmunoassay)
g HBs Ag Cals To caleulate cut-off values using calibration curve.
g HBs Ag QU Positive and Negative Controls for quality control purpose.
10. HIV Combo Kit should detect antibodies against HIV 1 /2 virus or P24 CLIA (Chemiluminescence
Antigen in patient serum/plasma qualitatively. Immunoassay)
11. HIV Combo Cals To calculate cut-off values using calibration curve.
12 HIV Combo QC Positive and Negative Controls for quality control purpose.
13 Access HAV Ab Kit Kit should detect total antibodies against Hepatitis A virusin | CLIA (Chemiluminescence
patient serum/plasma quantitatively. Immunoassay)
14, Access HAV Ab Cals To calculate cut-off values using calibration curve.
15 Access HAV Ab QC Positive and Negative Controls for quality control purpose,
16. | Access Toxo IGM 11 Kit-shoulé deteet IgM arnli'bad.ies-ag_ainst Toxoplasma in CLIA (Chemiluminescence
Kit patient serum/plasma qualitatively. Immunoassay)
7. .&C:Io:ss Toxo IGMII | To calculate cut-off values using calibration curve,
18. gcm'ram IGMII | Positive and Negative Controls for quality control purpose,
19. | ToxolgG Kit should detect IgG antibodies against Toxoplasma in
CLIA (Chem;
. = patient serum/plasma qualitatively & quantitatively, [mmu luminescence
20. | ToxolgG Cals S0-85 | To caleulate cut-off values using calibration curve, assay)
21, | TexolzG QC Positive and Negative Controls for quality control pm-ppsg'
22. | RubellaIgM Kit should detect IgM antibodies
against Rubella virus
_ _ patient serum/plasma qualitatively, n: ;Z‘L:IA (ﬁ:enﬁlumh%w_
23. | RubellaIgM Cals To calculate cut-off values using calibm.:i e “"ﬂﬂllma}-)
CLIA (Chemi]
Uminesg,
lmmmmassay) LS

“mf'u!dh‘i-:'d”\”w 7 g 1=
Professole 1 X 'i,_« 'i.
'An?a““‘e“‘ of Clinical Mineni.

A
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Department of Clinical Microbiology

All India Institute of Medical Sciences
Mangalagiri, Andhra Pradesh - 522503

[27. [ RubellaigGQe Positive and Negative Controls for quality control purpase.
28 | CMVIgM Kit should detect IgM antibodies against Cytomegalovirus in | CLIA (Chemiluminescence
patient serum/plasma qualitatively. Immunoassay)
29, | CMV IgM Cals To calculate cut-off values using calibration curve.
30. | CMVIgMQC Positive and Negative Controls for qualily control purpose.
3l. | CMVIgG Kit should detect IgG antibodies against Cytomegalovirus in | CLIA (Chemiluminescence
patient amlw]:hsmaqualzmmly & quantitatively. Immunoassay)
32. | CMV IgG Cals To calculate cut-off values using calibration curve,
Tl CMVigG QC Positive and Negative Controls for quality control purpose.
34. | ACCESSPCT 2X50 | Kit should detect Frocaleitonin levels in patient serum/plasma | CLIA (Chemiluminescence
DET quantitatively. Immunoassay)
3s. ACCESS PCT To ealculate cut-off values using calibration curve.
CALIBRATOR KIT
36, IL-6 Kit should detect Interleukin - 6 levels in patient CLIA (Chemiluminescence
smunfplm-,quanﬁmli\rc_ly. Immunoassay)
37, | IL-6 Cals 80-55 To calculate cut-off values using calibration curve,
38, IL-60C Positive and Negative Controls for quality control purpase.
39. gﬁ;nw {Access / Accessory Reagents CLIA (Chemiluminescence
Immun;
40, Ringed Reaction Accessory Reagents RS
Wessels (Dal)
41. | Wash Buffer II, Accessory Reagents
(DxI)
42, Contrad 70, Accessory Reagents
43 Citranox, Accessory Reagents
44, | System Check Accessory Reagents
Solution
45 UniCel Dxl Waste Accessory Consumhblc_s
Bags,.
46, Sample Cup (2mL) Accessory Consumables
47. | Sample Cup (SmL} Accessory Consumables N

"All kits, Calibrators, Controls, Consumables & Reagents should be compatible with Beckman Coulter Unicel Dxi 600
Equipment,

1. Test should be performed in Human Serum, Plasma or Whole Blood.
2. Sensitivity should be = 98%, Specificity should be > 8%,
3. Cold chain‘indil}élbr-w be provided with the kits,

4. A - cumulative ﬂmﬂ‘wm})m indicator prequalified by WHO which indicates the EXPOSUrE 10 temperature in the range
of2-8 degree C is to be prwjdﬁmm pack of kits,

s Lacases)

ot Chin imJMlcmbloiow
L3} 15 ﬂé‘M&hcal Sciences

mwm{wf* A HeploB, '
TR e L
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SPECIFICATIONS

Objection should be submitted in following format:

ANNEXURE -1

S.
no

Item specification as
given

Specification offered by
firm

Deviation if any

Remarks
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